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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 1, 3-7, and 9-11 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Sasso (US Pat. No. 6,500,155 B2). 

3. Regarding claim 1 , Sasso discloses a hole-forming pin 20 (Fig. 1) for inserting an 
indwelling needle comprising: a column-shaped insertion part 22 (Fig. 1) having a 
curved surface 22E (Fig. 1) at the distal end thereof, an insertion stop part 26 (Fig. 1) 
provided at the proximal end of the insertion part 22, and wings 28, 30 (Fig. 1 ) 
connected to the insertion stop part 26 (Fig. 1), the insertion stop part 26 and the wings 
28, 30 are connected through elastic joint parts 32 (Fig. 1), said pin 20 can form a hole 
for inserting an indwelling needle for holding an indwelling needle from a skin surface to 
a blood vessel. 

4. Regarding claims 3-7, Sasso further discloses wherein elastic deformation at the 
elastic joint parts 32 (Fig. 2) is such that the entire wings 28, 30 can be moved in the 
direction of right angle cross-section (Fig. 2) which is substantially at a right angle to 
blood flow direction of the blood vessel to which the column-shaped insertion part 22 is 
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to be inserted witli respect to the insertion stop part 26; wherein the elastic deformation 
at the elastic joint parts 32 allows the column-shaped insertion part 22 to have flexibility 
in puncturing angle to the blood vessel with respect to the wings 28, 30 (Figs. 1-2) the 
column-shaped insertion part 22 is to be inserted through the blood vessel; wherein the 
elastic deformation at the elastic joint parts 32 allows the column-shaped insertion part 
22 of the insertion stop part 26 to have angular flexibility substantially in the rotating 
direction about the axis of the column-shaped part of the column-shaped insertion part 
22 (Fig. 2) with respect to the wings 28, 30 (Figs. 1-2); wherein the elastic deformation 
at the elastic join parts 32 is set based on the material and the shape of the elastic joint 
parts 32 so that the balance with the elastic deformation for allowing the column-shaped 
insertion part 22 to have flexibility in the puncturing angle to the blood vessel with 
respect to the wings 28, 30 and the elastic deformation for allowing the column-shaped 
insertion part 22 at the insertion stop part 26 to have angular flexibility substantially in 
the rotating direction about the axis of the column shaped insertion part 22 with respect 
to the wings 28, 30 are adjusted (Figs. 1-2); wherein the wings 28, 30 are connected to 
the insertion stop part 26 via flexible joint branches 32 (Figs. 1-2). 
5. Regarding claim 9, Sasso discloses a jig for installing a pin 20 for forming a hole 
for inserting an indwelling needle comprising a main body 58 (Fig. 1) and a sliding body 
22A (Fig. 1 ) that is built in the main body 58 for sliding in the longitudinal direction of the 
main body 58, a supporting means 26 (Fig. 1 ) for supporting the pin 20 for forming a 
hole for inserting an indwelling needle for holding the indwelling needle from the skin 
surface toward the blood vessel are provided at the distal end of the main body 58, the 
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jig is for holding an indwelling needle 22 (Fig. 1) from a skin surface toward a blood 
vessel. 

6. Regarding claims 10-11, Sasso further discloses wherein the main body 58 is 
integrally formed with two opposing side plates 28, 30 (Fig. 1) extending in parallel with 
each other, the sliding body 22A is fitted between the two side plates 28, 30 (via 26 - 
Fig. 1 ), a guide 26 engages the inner walls 32 of the two side plates 28, 30 which 
constitute the main body 58 and the outer wall which constitutes the sliding body 22A, 
and the sliding body 22A can slide forwardly of the main body 58 by forming the guide 
26; a sliding shaft 26D (Fig. 1) projecting from the distal end of the main body 58 (Fig. 1) 
into which the sliding body 22A is slidably inserted (22A is capable of sliding within the 
main body 58, thus is inherently slid into sliding shaft 26D - Fig. 1), two expansible arm- 
shaped spring parts 28, 30 (Fig. 1) bending in the outward direction of the main body 58 
and the sliding body 22A, the two expansible arm-shaped spring parts 28, 30 are fixed 
at the ends (via 32) thereof to the left and right side walls of the main body 58 (at '26' - 
Fig. 1 ) and the left and right side walls of the sliding body 22A respectively. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 2, 8, and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sasso (US Pat. No. 6,500,155 B2). 
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9. Regarding claims 2 and 17, Sasso discloses all claimed elements including 
wherein elastic deformation at the elastic joint parts 32 (Fig. 1) is such that the entire 
wings 28, 30 can be moved in the direction of right angle cross-section (Fig. 2) which is 
substantially at right angle to blood flow direction of the blood vessel to which the 
column-shaped insertion part 22 Is to be inserted with respect to the Insertion stop part 
26 (Figs. 1-2) except for wherein the insertion part is from 0.5 to 3.0 mm In outer 
diameter and is from 3 to 20 mm in length. It would have been an obvious matter of 
design choice to make the insertion part outer diameter 0.5 to 3.0 mm and the length 3 
to 20 mm, since such a modification would have involved a mere change In the size of a 
component. A change in size is generally recognized as being within the level of 
ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 

10. Regarding claim 8, Sasso discloses all claimed elements except for wherein the 
joint branches are from 0.1 to 2 mm In diameter of the lateral cross-section, and 0.5 to 

1 0 mm In length. It would have been an obvious matter of design choice to make the 
diameter of the joint branches 0.1 to 2 mm and the length 0.5 to 10 mm, since such a 
modification would have involved a mere change in the size of a component. A change 
In size Is generally recognized as being within the level of ordinary skill in the art. In re 
Rose, 105 USPQ 237 (CCPA 1955). 

1 1 . Claims 12-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sasso (US Pat. No. 6,500,155 B2) in view of Shaw (US Pat. No. 5,779,679). 

12. Regarding claims 12-16, Sasso discloses all claimed elements, including wherein 
the main body 28 is a tubular main body 28 (Fig. 1 ) formed of left and right side walls, a 



Application/Control Number: 10/522,197 Page 6 

Art Unit: 3731 

bottom plate, a top plate and a rear end wall (not able to see in Fig. 1 - end of tubing 
'28') except for wherein the sliding body is provided with driving means that allows the 
sliding body to slide along the main body; wherein the driving means used for the sliding 
body is using a finger stop part formed on a part of the sliding body; wherein the driving 
means for the sliding body comprises the finger stop part and the spring; the driving 
means for the sliding body is built in the tubular main body, a coil spring is fitted 
between the interior of the rear end wall of the main body and the rear end of the sliding 
body so that the sliding body is energized forward, an upper part of the sliding body is 
formed with inclined plane facing a forwardly; an inclined plane facing rearwardly 
corresponding to said inclined plane is formed on the lower part of the finger stop part, 
and the upper part of the finger hook part projects above the main body through a 
through-hole formed on the top plate of the main body; wherein at least one part of the 
supporting means for supporting the indwelling needle insertion hole-forming pin is 
retracted relatively rearward of the distal end of the main body in association with the 
sliding movement and the indwelling needle insertion hole-forming pin is separated from 
the supporting means; comprising a wing holding means for holding the wings of the 
indwelling needle insertion hole-forming pin at the distal end of the main body and/pr the 
distal end of the sliding body. 

However, Shaw teaches a jig 10 for installing a pin for forming a hole for inserting 
an indwelling needle (Fig. 1) wherein a sliding body 32 (Fig. 1) is provided with a driving 
means 15 (spring; Fig. 1) that allows the sliding body 32 to slide along a main body 27 
(Figs. 1-2); wherein the driving means 15 used for the sliding body 32 is using a finger 
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stop part 36 (Figs. 1-2) formed on a part of the sliding body 32; wlierein tlie driving 
means 15 for the sliding body 32 comprises the finger stop part 36 and a spring 15; the 
driving means 15 for the sliding body 32 is built in the tubular main body 27 (Figs. 1-2) 
formed of left and right side walls, a bottom plate, a top plate, and a rear end wall (Figs. 
1-2), a coil spring 15 is fitted between the interior of the rear end wall of the main body 
27 and the rear end of the sliding body 32 so that the sliding body 32 is energized 
forward, an upper part of the sliding body 32 is formed with first inclined plane facing 
forwardly (see Fig. 3); a second inclined plane 40 facing rearwardly corresponding to 
said first inclined plane is formed on the lower part of the finger stop part 50, and the 
upper part of the finger stop part projects above the main body 27 through a through- 
hole 44 formed on the top plate of the main body 27; wherein at least one part of the 
supporting means 32 for supporting the indwelling needle insertion hole-forming pin is 
retracted relatively rearward of the distal end of the main body 27 in association with the 
sliding movement (Figs. 1-2); comprising a wing holding means 44, 50 (Fig. 5) for 
holding the wings 40 (Fig. 4) of the indwelling needle insertion hole-forming pin at the 
distal end of the main body 27 (Fig. 2), in order to insert and maintain in place an IV and 
to allow for retraction of the needle (column 1 , lines 5-9). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify Sasso's device such that wherein the sliding 
body is provided with driving means that allows the sliding body to slide along the main 
body; wherein the driving means used for the sliding body is using a finger stop part 
formed on a part of the sliding body; wherein the driving means for the sliding body 
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comprises tine finger stop part and the spring; the driving means for the sliding body is 
built in the tubular main body formed of left and right side walls, a bottom plate, a top 
plate, and a rear end wall, a coil spring is fitted between the interior of the rear end wall 
of the main body and the rear end of the sliding body so that the sliding body is 
energized forward, an upper part of the sliding body is formed with inclined plane facing 
a forwardly; an inclined plane facing rearwardly corresponding to said inclined plane is 
formed on the lower part of the finger stop part, and the upper part of the finger hook 
part projects above the main body through a through-hole formed on the top plate of the 
main body; wherein at least one part of the supporting means for supporting the 
indwelling needle insertion hole-forming pin is retracted relatively rearward of the distal 
end of the main body in association with the sliding movement and the indwelling 
needle insertion hole-forming pin is separated from the supporting means; comprising a 
wing holding means for holding the wings of the indwelling needle insertion hole-forming 
pin at the distal end of the main body and/pr the distal end of the sliding body, as 
suggested and taught by Shaw, for the purpose of inserting and maintaining in place an 
IV and to allow for retraction of the needle. 

Response to Arguments 
1 3. Applicant's arguments filed 1/7/201 0 have been fully considered but they are not 
persuasive. 

Arguments regarding claim 1 are found to be not persuasive for the following 
reason(s): examiner would like to point out that the intended use of the hole-forming pin, 
'for inserting an indwelling needle' in the present application, bears minimal patentable 
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weight within the claims; the prior art Sasso that has been used to reject claim 1 meets 
the structural limitations of the claim language and certainly is capable of forming a hole 
("a hole-forming pin"). Therefore, it is believed that Sasso is indeed sufficient to support 
a case of anticipation of claim 1 . 

Arguments regarding claim 9 are found to be not persuasive for the following 
reason(s): examiner would like to again point out that the intended use of "for inserting 
an indwelling needle" bears minimal patentable weight within claim 9, and, further, as 
admitted by the applicant, the pin is not being positively recited/claimed in claim 9 
(therefore any structure of the pin recited within the claims is not limiting). That being 
said, it is still believed that Sasso is sufficient to support a case of anticipation of claim 9 
considering that element 22a is slidable within the main body 58 and both 22a along 
with 58 are used to form a hole via a pin, as indicated in the claims. 

Conclusion 

14. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ASHLEY CRONIN whose telephone number is 
(571)270-7899. The examiner can normally be reached on monday-friday, 8am-5pm 
est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on (571 )272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/A. C./ 

Examiner, Art Unit 3731 

/Gary Jackson/ 
Supervisory Patent Trainer 
TC 3700 
March 23, 2010 
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